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Disclosure to Promote the Right To Information 

Whereas the Parliament of India has set out to provide a practical regime of right to 
information for citizens to secure access to information under the control of public authorities, 
in order to promote transparency and accountability in the working of every public authority, 
and whereas the attached publication of the Bureau of Indian Standards is of particular interest 
to the public, particularly disadvantaged communities and those engaged in the pursuit of 
education and knowledge, the attached public safety standard is made available to promote the 
timely dissemination of this information in an accurate manner to the public. 
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FOREWORD 

This Indian Standard ( Part 4 ) was adopted by the Bureau of Indian Standards on 20 Septem- 
ber 1989, after the draft finalized by the Surgical Instruments Sectional Committee had been 
approved by the Medical Instruments and Hospital Planning Division Council. 

This standard is being published in 4 parts. Other parts are as follows: 

Part 1 Needle holders, Mathieu's pattern 

Part 2 Needle holders, With carbide inserts, Stratte's pattern 

Part 3 Needle holders, Heaney's pattern 

In the preparation of this standard, assistance has been derived from DlN 13461 Needle holders 
Part 4: Debakey's Pattern, issued by Deutsches Institut fiir Normung ( Germany ). 

For the purpose of deciding whether a particular requirement of this standard is complied with, 
the final value, observed or calculated, expressing the result of a test or analysis, shall be rounded 
off" in accordance with IS 2 : 1960 'Rules for rounding off numerical values (revised)'. The 
number of significant places retained in the rounded off value should be the same as that of 
the specified value in this standard. 
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1 SCOPE 

1.1 This standard specifies shape, dimensions 
and other requirements of needJe holders with 
carbide inserts, Debakey's pattern used in 
general surgery. 

2 REFERENCES 

2.1 The Indian Standards listed below are 
necessary adjuncts to this standard: 



ISXo. 



Title 



1501 Method for Vickers hardness 

( Part 1 ) : 1984 test for metallic materials: 

Part 1 HV5 to HV 100 (second 

revision ) 



3642 

( Part 1 ) : 1989 



4905 
6603 



1968 
1972 



Surgical instruments — Gene- 
ral requirements and test 
methods: Part 1 Non-cutting, 
articulated instruments { second 
revision ) 

Methods for random sampling 

Stainless steel bars and flats 



3 MATERIAL 

3,1 The carbide holder shall be made of stain- 



less steel conforming to designation 20Crl3 or 
30Crl3 of IS 6603 : 1972. 

3.2 The carbide inserts shall be made from 
sintered carbide having hardness of 710 HVIO 
minimum when tested in accordance with 
IS 1501 (Part l; : 1984. 

3.2.1 The inserts of opposite jaws shall not vary 
in hardness by more than 50 HVIO. 

4 SHAPE AND DIMENSIONS 

4.1 The shape and dimension for needle holders 
shall be as shown in Fig. 1. 

5 OTHER REQ,UIREMENTS 

5.1 The needle holders shall conform to the 
relevant provisions of 4 to 17 of IS 3642 
( Part 1 ) : 1989 for other requirements. 

6 SAMPLING 

6.1 The scale of sampling and criteria for con- 
formity of the needle holders to the require- 
ments of this specification shall be as agreed to 
between the purchaser and the supplier. A 
recommended sampling plan is given in 
Annex A. 
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Ail dimensions in millimetres. 
Fio. 1 Needle Holder wmi Carbide Insert, DebAkey's Pattern 
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ANNEX A 
( Clause 6.1 ) 

SAMPLING PLAN AND CRITERIA FOR CONFORMITY OF NEEDLE 
HOLDERS, DEBAKEY'S PATTERN 



A-1 LOT 

A-1.1 In a consignment, all the needle holders 
of the same pattern and dimensions shall be 
grouped together to constitute a lot, not excee- 
ding 50. Each lot shall be tested for the 
requirements of this specification. 

A-2 SCALE OF SAMPLING AND 
CRITERIA FOR CONFORMITY 

A-2.1 A sample of eight needle holders from 
the lot shall be selected at random and in order 
to ensure randomness of selection, procedures 
given in IS 4905 : 1968 may be followed. The 
needle holders so selected shall be tested for the 
requirements of shape and dimensions, material 
and other requirements ( except hardness, 



elasticity and corrosion resistance ) as per 
IS 3642 ( Part 1 ) : 1989. Any needle holder 
failing to meet one or more of the above 
requirements shall be termed defective. The 
lot shall be considered as conforming to these 
requirements, if no defective is found in the 
sample. 

A-2.2 The lot which has been found satisfactory 
as per A-2.1 shall be tested for the requirements 
of hardness, elasticity and corrosion resistance. 
For this purpose, a sub-sample of three needle 
holders shall be taken out of the sample drawn 
at A'-2.1 and tested for each of the above 
requirements. The lot shall be considered as 
conforming to the above requirements of the 
specification, if none of the needle holders in the 
sub-sample fails in any of these tests. 



Standard Mark 

The use of the Standard Mark is governed by the provisions of the Bureau of the Indian 
Standards, Act, 1986 and the Rules and Regulations made thereunder. The Standard Mark on 
products covered by an Indian Standard conveys the assurance that they have been produced 
to comply with the requirements of that standard under a well defined system of inspection, 
testing and quality control which is devised and supervised by BIS and operated by the pro- 
ducer. Standard marked products are also continuously checked by BIS for conformity to 
that standard as a further safeguard. Details of conditions under which a licence for the use 
of the Standard Mark may be granted to manufacturers or producers may be obtained from 
the Bureau of Indian Standards. 



Bureau of Indian Standards 

BIS is a statutory institution established under the Bureau of Indian Standards Act, 1936 to promote 
harmonious development of the activities of standardization, marking and quality certification 
of goods and attending to connected matters in the country. 
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